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DETAILED ACTION 

1. This Office Action is responsive to the RCE filed 9/17/2008. Claims 1 and 52 are 
amended. Claims 1-12, 16, 18-21, 26-29, 53-63, 70, 72-75, and 80-83 remain pending. 

Claim Rejections - 35 USC §103 

2. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior ait are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

3. Claims 1-2, 7-11, 20, 29, 53-54, 59-62, 74, and 83 are rejected under 35 U.S.C. 
103(a) as being unpatentable over Pratt (US Pat No. 4249541) in view of Reeves et al 
(US Pat No. 7056293). 

4. In regards to Claim 1, Pratt discloses a medical apparatus comprising: 

a needle 22 comprising an elongate flexible shaft 40 having a proximal end, a 
distal end, and an inner lumen 52 extending from said proximal end to said distal end, 
best seen in Figure 1 , the shaft comprising a length and flexibility sufficient to extend 
through a working channel of an endoscope 10 and engage a target tissue located beyond 
a distal end of the endoscope, best seen in Figure 2 and 5; 

a stylet 24 having a proximal end and a distal end, wherein said stylet is adapted 
to be inserted into and withdrawn from said inner lumen of said needle with at least a 
portion of said stylet capable of and thus adapted to plug said inner lumen of said needle 
when a cytology sample is cut (Col.3: 61-65). 
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5. However, Pratt does not teach a cytology collection device adapted to be inserted 
into said inner lumen of said needle and extend beyond the distal end of the needle in 
order to collect said cytology sample. However, Pratt does teach the use of suction and 
syringe 98 to collect a cytology sample (Col.4: 1-15). 

6. Reeves et al disclose an analogous medical device comprising: a needle 12 having 
a proximal end, a distal end, and an inner lumen extending from said proximal end to said 
distal end, best seen in Figure 3, a stylet 16 having a proximal end and a distal end, 
wherein said stylet is adapted to be inserted into and withdrawn from said inner lumen of 
said needle with at least a portion of said stylet adapted to plug said inner lumen of said 
needle when a cytology sample is cut (Col.3: 27-35); and a cytology collection device 48 
having a proximal end and a distal end, wherein said cytology collection device is 
adapted to be inserted into said inner lumen of said needle when said stylet is withdrawn 
from the inner lumen of said needle, with said distal end of said cytology collection 
device adapted to extend beyond the distal end of said needle in order to collect said 
cytology sample, best seen in Figure 2 (Col.4: 45-55). 

7. Therefore, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to modify the invention of Pratt such that a cytology 
collection device is adapted to be inserted into said inner lumen of said needle and extend 
beyond the distal end of the needle as taught by Reeves et al in order to offer an effective 
alternative method to collect said cytology sample. 

8. In regards to Claims 2, Reeves et al disclose said cytology collection device 48 
comprises an elongate member having a proximal end, a distal end, and a plurality of 
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bristles (Col.4: 22-28), the distal end being adapted to plug said inner lumen of said 
needle after the cytology sample has been collected. 

9. In regards to Claim 7, Reeves et al disclose the distal end of the elongate member 
is adapted to be retracted within the inner lumen of said needle after collecting said 
cytology sample. 

10. In regards to Claims 8 and 59, Pratt discloses said needle 22 is made of one ore 
more of steel and metal (Col.3: 12-13). 

11. In regards to Claims 9, 54, and 60, Reeves et al disclose said plurality of bristles 
is made of one or more of nylon, brass, stainless steel, metal, carbon, and polymer (Col.4: 
25-27). 

12. In regards to Claims 10 and 61, Pratt discloses said needle 22 is adapted to 
provide suction (Col.4: 1-2). 

13. In regards to Claims 11 and 62, Reeves et al disclose a handle 20 which is 
adapted to provide axial movement of said cytology collection device 48 and said needle 
12, best seen in Figure 3. 
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14. In regards to Claims 20 and 74, Pratt discloses said stylet 24 is a solid rod used 
to plug said needle 22. Reeves et al also disclose said stylet 16 is a solid rod used to plug 
said needle 12. 

15. In regards to Claims 29 and 83, Reeves et al disclose an outer surface of said 
stylet 16 has a first diameter and an inner surface of said needle 12 has a second diameter 
slightly larger than said first diameter, wherein said outer surface of said stylet is adapted 
to contact said inner surface of said needle to plug said inner lumen of said needle while 
said cytology sample is cut (Col.3: 31-34). Pratt also discloses the same. 

16. In regards to Claim 53, Pratt discloses a method for collecting a cytology sample 
from a mammalian body comprising: 

providing an apparatus comprising: a needle 22 comprising an elongate flexible 
shaft 40 having a proximal end, a distal end, and an inner lumen 52 extending from said 
proximal end to said distal end, best seen in Figure 1 , the shaft comprising a length and 
flexibility sufficient to extend through a working channel of an endoscope 10 and engage 
a target tissue located beyond a distal end of the endoscope, best seen in Figure 2 and 5; a 
stylet 24 having a proximal end and a distal end; 

inserting said stylet into said inner lumen of said needle, wherein at least a portion 
of said stylet plugs said inner lumen of said needle (Col.3: 50-54); 

cutting an area within said mammalian body (Col.3: 63-65); 

withdrawing said stylet from said inner lumen of said needle (Col.3: 67-68); 

colleting a cytology sample (Col.4: 1-2). 
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17. However, Pratt does not disclose the apparatus having a cytology collection 
device inserted into the inner lumen of said needle to collect the cytology sample. 
Reeves et al disclose an analogous medical device comprising: a needle 12 having a 
proximal end, a distal end, and an inner lumen extending from said proximal end to said 
distal end; a stylet 16 having a proximal end and a distal end; a cytology collection device 
48 having a proximal end and a distal end for cytology collection. 

18. Reeves et al also disclose a method of collecting a cytology sample from a 
mammalian body comprising: 

inserting said stylet into said inner lumen of said needle, wherein at least a portion 
of said stylet plugs said inner lumen of said needle (Col.3: 31-34); 

withdrawing said stylet from said inner lumen of said needle (Col. 4: 45-47); 

inserting said cytology collection device into said inner lumen of said needle so 
that said distal end of said cytology collection device extends beyond the distal end of 
said needle (Col.4: 54-55); 

collecting said cytology sample from said mammalian body using said cytology 
collection device (Col.4: 55); 

retracting said distal end of said cytology collection device into said inner lumen 
of said needle, wherein at least a portion of the distal end of the cytology collection 
device plugs said inner lumen of said needle (Col.56-60). 

19. Therefore, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to modify the invention of Pratt such that a cytology 
collection device is adapted to be inserted into said inner lumen of said needle and extend 
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beyond the distal end of the needle as taught by Reeves et al in order to offer an effective 
alternative method to collect said cytology sample. 

20. Claims 3-6, 21, 25-28, 55-58, 75, and 80-82 are rejected under 35 U.S.C. 103(a) 
as being unpatentable over Pratt in view of Reeves et al, further in view of Wang (US Pat 
No. 4966162). 

21 . In regard to Claims 3-6 and 55-58, Pratt in combination with Reeves et al 
disclose the cytology collection device 48 above but do not explicitly disclose the 
structure and material of its distal end or the structure and material of its elongate 
member. Wang discloses an analogous cytology collection device 176, 230 having a 
distal end terminating in a loop 232 and comprises a wire 170 twisted around a plurality 
of bristles 178, best seen in Figures 6 and 11. Wang also discloses said cytology 
collection device made of steel (Col.6: 10-24). Therefore, it would have been obvious to 
one of ordinary skill in the art at the time the invention was made to make the cytology 
collection device of Pratt as modified by Reeves et al to have a distal end terminating a 
loop and also comprising a wire twisted around a plurality of bristles and said distal end 
and said wire made of steel as taught by Wang as an effective configuration and make of 
said cytology collection device for the purpose of sampling. 

22. In regard to Claims 21 and 75, Pratt in combination with Reeves et al disclose the 
stylet 24 above but do not specify the material. Wang discloses an analogous device 
made of steel (Col. 8: 35-36) as an effective material used for tissue sampling. Therefore, 
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it would have been obvious to one of ordinary skill in the art at the time the invention was 
made to make the stylet of Pratt as modified by Reeves et al out of steel as taught by 
Wang as a desirable material used for such sampling device. 

23. In regard to Claims 26-27 and 80-81, Pratt in combination with Reeves et al 
disclose the stylet 24 above but do not disclose said style adapted to cut said cytology 
sample. Wang teaches an analogous style 140 having a sharp distal end 174, best seen in 
Figure 3 and 6 to cut a cytology sample allowing greater range of sampling (Col. 6: 47- 
53). Therefore, it would have been obvious to one of ordinary skill in the art at the time 
the invention was made to make the stylet of Pratt as modified by Reeves et al with a 
sharp distal end adapted to cut a cytology sample as taught by Wang to allow penetration 
of cysts and other tissue for a greater sampling range. 

24. In regards to Claims 28 and 82, Pratt in combination with Reeves et al and Wang 
disclose said distal end of said stylet 24 is adapted to extend beyond the distal end of said 
needle 22. 

25. Claims 12 and 63 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Pratt in view of Reeves et al, further in view of Rabiner et al (US Pat No. 6579279). 

26. Pratt and Reeves et al disclose the handle 20 above but do not disclose said handle 
comprising an inner handle member, a first outer handle member, and an elongate sheath. 
Rabiner et al disclose an analogous device comprising an inner handle member 40 having 
a proximal end and a distal end; a first outer handle member 42 slideably disposed on the 
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inner handle member; and an elongate sheath 26 attached to the inner handle member and 
axially extending beyond the distal end of the inner handle member, the sheath defining a 
sheath lumen to allow a catheter 29 to be disposed in the sheath lumen, best seen in 
Figures 1-2. Therefore, it would have been obvious to one of ordinary skill in the art at 
the time the invention was made to make the handle of Pratt as modified by Reeves et al 
to include an inner handle member, a first outer handle member, and an elongate sheath 
in the manner taught by Rabiner et al an effective arrangement that allows locking and 
relative movement and rotation of said handle members as well as the component 
disposed within the sheath, wherein in use it would be obvious to place the needle within 
the sheath lumen. 

27. Claims 16, 18-19, 70, and 72-73 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Reeves et al in view of Ishiguro (US Pat No. 6108439). 

28. In regards to Claims 16 and 70, Pratt in combination with Reeves et al disclose 
the device above including an endoscope 10 including a viewing tube 90 but do not 
disclose the use of an ultrasound transducer to determine the position. Ishiguro teaches 
an ultrasound transducer 10 that emits ultrasound waves used to determine position 
(Colli: 61-67; Col. 12: 1-5). Therefore, it would have been obvious to one of ordinary 
skill in the art at the time the invention was made modify the endoscope of Pratt as 
modified by Reeves et al to include an ultrasound transducer as taught by Ishiguro as an 
effective means to determine the position of said cytology collection device within the 
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body, wherein the needle and the cytology collection device are simultaneously disposed 
through a working channel of the endoscope. 

29. In regards to Claims 18 and 72, Pratt in combination with Reeves et al and 
Ishiguro disclose said cytology collection device 48 comprises an elongate member 
having a proximal end, a distal end, and a plurality of bristles, wherein said transducer is 
adapted to emit ultrasound waves capable of reflecting off said plurality of bristles. 

30. In regards to Claims 19 and 73, Pratt in combination with Reeves et al disclose 
said plurality of bristles is made of one or more of nylon, brass, stainless steel, metal, 
carbon, and polymer (Col.4; 25-27). 

Response to Arguments 

31. Applicant's arguments with respect to claims 1-12, 16, 18-21, 26-29, 53-63, 70, 
72-75, and 80-83 have been considered but are moot in view of the new ground(s) of 
rejection. 

32. In light of Applicant's arguments, the previous § 1 12 rejections have been 
withdrawn. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to HELEN NGUYEN whose telephone number is (571)272- 
8340. The examiner can normally be reached on Monday - Friday, 9 am - 6 pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on 571-272-4726. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, sec http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a USPTO 
Customer Service Representative or access to the automated information system, call 
800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/H. N./ 

Examiner, Art Unit 3736 
/Max Hindenburg/ 

Supervisory Patent Examiner, Art Unit 3736 



